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OFFICE OF SCIENCE AND and 11l below. The remainder of this
TECHNOLOGY POLICY introduction briefly describes the status

. Coordinated Framework for
Regulation of Biotechnology;
Establishment of the Biotechnology
Science Coordinating Committee

AGENCY: Executive Office of the
President, Office of Science and
Technology Policy.
ACTION: Establishment of the
Biotechnology Science Coordinating
Committee. )
suMMARY: This Federal Register Notice
Announces the Establishment of the
Biotechnology Science Coordinating
Committee and publishes the revised
matrix of U.S. laws related to -
biotechnology.
FOR FURTHER INFORMATION CONTACT:
Dr. Robert Rabin, Assistant Director,
Office of Science and Technology
Policy, Executive Office of the President,
New Executive Office Building.
Washington, D.C. 20506.

Jerry D. Jennings,

Executive Director, Office of Science and
Technology Policy.

November 8, 1985.
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1. Introduction

On December 31, 1984, the Federal

agencies that insure the safety of
biotechnology research and products
published a proposal for a coordinated
framework for the regulation of
biotechnology. The framework
contained: A concise index of U.S. laws
related to biotechnology; the proposed
policies of the major Federal agencies
that will be reviewing the research and
products of biotechnology: a proposed
scientific advisory mechanism for
coordinating the responses to scientific
questions raised by applications
received by the various involved
agencies; and, a proposal for
interagency coordination of regulatory
activities related to biotechnology. The
Federal Register Notice requested that
comments be submitted.

Comments addressed both the
agency-specific regulatory proposals
and the science advisory mechanism on
particular isstes ard offered
suggestions. The ccmraents have been

very useful in helping to refine particular

aspects of the proposals. The
interagency science review mechanism
and the matrix of U.S. laws related to
biotechnology have been revised and

completed. They are the subjects of this

notice and are presented in section IL

of the respective agency regulatory
policies, the agency-based science
advisory mechanisms, and interagency
coordination of regulatory activities.

A revised statement of the regulatory
policies of the Food and Drug
Administration, the Environmental
Protection Agency, and the Department
of Agriculture, and the Occupational
Safety and Health Administration will
be published early next year; the target
date is January 31, 1986. The regulatory
policies described in the overall
framework, because of their technical
complexity, require greater time for
review and revisicn.

The Food and Drug Administration
received 34 comments, one-half from
private industry or associations
representing private industry regulated
by FDA. The comments generally

supporied the current FDA regulatory
policies for products of biotechnology.

The Environmental Protection Agency
received comments from 68
organizations and individuals.
Commentors addressed: EPA's authority
under the Toxic Substances Control Act
(TSCA) and the Federal Insecticide,
Fungicide, and Rodenticide Act (FIFRA);
EPA’s proposed definition of “new”
microorganisms and the scope of the
premanufacture notice requirements
under TSCA; the need for interagency

coordination; the need for a scientific
review mechanism and other issues.

The Department of Agriculture
received 50 comments plus an additional
15 references included in comments
submitted to OSTP. These comments
addressed both research and regulatory
issues concerning efficacy, safety, and
environmental considerations for plants,
animals, and microbes in the
agroecosystem. The two largest
categories of respondents were business
and academia, followed closely by
associations representing these
interests.

The Occupational Safety and Health
Administration separately published a
notice in the Federal Register, April 12,

. 1985. Comments to that Notice
supported OSHA's proposed approach
to consider specific regulations for
biotechnology in the event that
genetically engineered organisms
present a significant hazard that cannot
be dealt with by existing standards.

The National Science Foundation, the
Department of Agriculture, and the
Environmental Protection Agency are

developing agency-based science

advisory mechanisms to provide expert
advice when needed. These agency-
based committees will address agency-
specific science issues related to

e —

agriculture and the environment, and
thus serve to augment and complement
the on-going role of The National
Institutes of Health Recombinant DNA
Advisory Committtee relating primarily
to biomedical research.

The National Science Foundation will
utilize the Advisory Committee for
Biological, Behavioral and Social
Sciences on issues relating to the needs
and impacts of NSF sponsored research.
This committee is advisory to the
Director of the Foundation, and to the
Assistant Director for Biological.
Behavioral and Social Sciences.
Members include approximately 10
persons selected from the scientific
community for their eminence in their
respective fields. They represent a
broad range of disciplines within the
biological, behavioral and social
science. The chairperson is appointed
from within the committee membership
by the Assistant Director for Biological,
Behavioral and Social Sciences.
Subcommittees composed of selected

outside experts in a specific field, will
continue to serve as a means for
obtaining special expert advice on
selected topics. Meetings of the
committee are open to the public except
when a written determination is made
that a meeting or portion should be
closed pursuant to exemptions under the
Government in Sunshine Act, Section
552b, Title 5, United States Code.

The Department of Agriculture will
establish a Committee on Biotechnology
in Agriculture (CBA) to assist in
assuring that research and regulatory
decisions are based upon the best
available science. The CBA will be
under the co-jurisdiction of the
Assistant Secretary for Science and
Education and the Agsistant Secretary
for Marketing and Inspection Services.

The agency-based committee for the
Environmental Protection Agency is
being established and will be
announded in the Federal Register no
later than January 21, 1986. The Feod
and Drug Administration does not
intend to establish an advisory
committee dedicated specifically to
biotechnology. FDA has in placea .
number of mechanisms to insure

available scientific expertise including

FDA advisory committees organize

according to areas of clinical

applications (e.g., metabolic and
endocrine drugs; vaccines; blood and
blood products and the like).

In addition to the coordination of
scientific review, the Federal Register
Notice of December 31, 1984, recognize
the need for coordination df regulatory
activities of the federal government. It
was noted that an interagency
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mechanism is needed to foster timely
and coordinated decision making via
interagency communication on matters
of regulation; discuss matters of
jurisdiction among agencies; serve as a
machanisin by which agencies can raise
public concerns; and consider generic
approaches for translating risk
assessment information into policy
decisions.

Also recognized was the nced for this
continuing coordination mechanism to
address the broader issues within the
regulatery process itself. “Although at
the present time existing statutes seem
adequate to deal with the emerging
processes and products of modern
biotechnology, there are always
potential problems and deficiencies in
the regulatory apparatus in a fast
moving field. We believe this
interagency coordinating committee
should monitor the changing scene of
biotechnology and serve as a means of
identifying polential gaps in regulation
in a timely fashion, making appropriate
recommendations for either
administrative or legislative action.”

The Notice concluded that for the time
heing the Cabinet Council Working
Group on Biotechnology established
under the former Cabinet Council on
Natural Resources and the Environment
could serve these needs and, when its
activities were completed, some other
interagency coordinating committee
would be established to continue this
effort.

Since the date of the former Notice,
the Cabinet Council Working Group on
Biotechnology efforts became the
Domestic Policy Council Working Group
on Biotechnology. That new Working
Group is now serving these needs. As
with the former Working Group, the
Chair is the Director, Office of Science
and Technology Policy. He is now
assisted by the Assistant Director for
Biological, Behavioral and Social
Sciences of the Naticnai Science
Foundation, and staff support is
provided by the Office of Science and
Technology Policy. This Notice reflects
the effort of the Domestic Policy Council
Working Group.

I1. The Biotechnology Science
Coordinating Commiftee

The Federal Register Notice of
December 31, 1984 proposed the
establishment of a two-tier mechanism
for addressing emerging scientific
questions. A lower tier, agency-based
science advisory committee(s) would
provide guidance to anmagency. A
second tier, parent board in the form of
an advisory committee would provide
interagency review and coordination. At
the first tier the research-sponsoring

agencies (NIH and NSF) and the
regulatory agencies {Agriculture, EPA
and FDA) would utilize their respective
science advisory committees for outside
expert guidance in answering scientific
questions raised by applications seeking
approval for scientific research or for
product testing or marketing. For NIH,
the agency-based committee was
identified as the Recombinant DNA
Advisory Committee (RAC). This agency
approach, however, was not thought to
be sufficient for inter-agency .
coordination in an area of such rapid .
and scientific progress. In particular,
new scientific issues arising frequently
could be of concern to several agencies.
Thus, there should be a formal
mechanism for communication and
coordination among the involved
agencies for emerging scientific issues
and their review as conducted by the
agency-based scientific 2dvisory
committees. '

Accordingly, a Biotechnology Science
Board (BSB} was proposed that would
be chartered by the Department of

" Health and Human Services, reporting

to the Assistant Secretary for Health.
The BSB membership would include
members from each agency-based
science advisory committee. The BSB
would: ‘

Receive from each agency a summary of
each application relating to recembinant
RNA, recombinant DNA, or cell fusion which
is submitted to one of the agency-based
scientific advisory committees; and may
make a request to the submitting agency that
another committee or the parent board itself
undertake g review of a specific proposal or
classes of proposals.

Review commitlee reports, redacted and
supplemented as stated above.

Evaluate review procedures set by the
agency-based scientific advisory committees.

Conduct analyses of broad scientific issues
involving rRNA, rDNA, or cell fusion and
other processes as needed.

Develop generic scientific guidelines that
can be applied to similar, recurring
applicalions.

Provide a forum for public concerns.

‘The comments to the proposal raised
various concerns. Of the seventy-nine
submitted to OSTP, almost half
addressed some aspect of the BSB. The
structure of the Board received many
comments. Twenty-five comments
reflected concern that the two-tiered
siructure with two levels of science
advisory commiitees was too
cumbersome, and that the possible
double review procedures would impose
unreasonable delay and become a
disincentive to development of new
biotechnology products. Eight were
concerned with the ability of the BSB to
protect confidential business,
information. Sixteen expressed the view

that the BSB should function as a “super
RAC” {a multiagency version of the
successsful NIH Recombinant DNA
Advisory Committee) and they
expreseed a desire to have it
organizationaily located witiin the
office of the Assistant Secretary for
Health, HHS. Seven were concerned
that a BSB would detract from the RAC,
impairing its stature and function.

Other opinions were expressed that
the BSB: should set guidelines on policy
for scientific review, but should not be a

‘review board; should provide advisory,

not binding reviews; should review an
application only at the request of an
agency; and, should include etnicai and
social considerations in a review.

In light of these concerns,
modifications to the BSB were
considered. There remained a general
consensus that coordination of science
questions arising from applications
received by the research and regulatory
agencies was very desirable. However,
there was no need for a second level
advisory committee review.
Accordingly, it was recognized that
interagency information sharing and
coordination could be effectively carried
out by a structure offering interagency ~
coordination rather than by an advisory
committee.

An interagency coordinating
committee composed of senior
representatives from the involved
agencies including NIH, NSF,
Agriculture, EPA, and FDA could serve
these needs. This interagency committee
could provide federal agency officials
from different agencies a forum for
discussing scientific questions raised in
regulatory and research applications
and, thus, make available a wider
understanding of emerging scientific
questions and promote consistency in
agency approaches. Because only
federal officials would be involved,
scientific data contained in commercial
and research applications made to
agencies could be shared since
confidential business information or
other proprietary data could be
appropriately protected. A coordinating
committee could address issues of
public concern brought to it by the
agencies and could hold meetings open
to the public. '

With a decision to establish an
interagency coordinating committee, the
question of the proper location for the
committee was considered. HHS had
been the proposed organizational
location for the BSB; however, several
factors suggested that another location
might be preferable. HHS contains
within it two groups that would be
members of the coordinating committee,
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namely the NIH and the FDA.
Maintaining the committee within HHS -
could give the impression of a bias
toward an HHS point of view. Also
locating the committee within HHS
might raise the appearance of rivalry
between it and the NIH RAC, even
though the functions of the RAC and the
coordinating committee would be very
different. Similarly, placing the
coordinating committee within another
research or regulatory agency could also
raise the appearance of an agency bias
or the appearance of a conflict between
the coordinating committee and the
agency's agency-based science advisory
committee. In fact, in light of all factors
considered, a location apart from any
single regulatory or research agency,
seemed to be the preferable
organizational location.

The Federa! Coordinating Council for
Science, Engineering and Technology
(FCCSET) appeared to be a suitable
organizational location and structure
under which to place functions of the
coordinating committee. The FCCSET is
a statutory interagency coordinating
mechanism housed within the Office of
Science and Technology Policy,
Executive Office of the President, with a
mission to coordinate federal science
activities among federal agencies.
Committees are established under
FCCSET to address particular science
concerns. Accordingly, a FCCSET
committee is being established to
coordinate science issues related to
research and commercial applications of
biotechnology, the Biotechnology
Science Coordinating Committee
(BSCC). .

The charter of the BSCC clearly
establishes its interagency coordination
role. The purposes of the BSCC are to:

Serve as a coordinating forum for
addressing scientific problems, sharing
information, and developing consensus;

Promote consistency in the deveiopment of
Federal agencies’ review procedures and
assessments;

Facilitate continuing cooperation among
Federal agencies on emerging scientific
issues; and

Identify gaps in scientific knowledge.

The charter of the BSCC provides for

" the sharing of information related to

scientific questions raised and
authorizes the BSCC to receive
information regarding the scientific
aspects of biotechnolegy applications
submitted to federal research and
regulatory agencies for approval. The
BSCC will conduct analyses of broad
scientific issues that extend beyond
those of any one agency and develop
generic scientific recommendations that
can be applied to similar, recurring
applications. And the BSCC is
authorized to convene workshops and
symposia, and coordinate special
studies related to scientific issues in
biotechnology.

The members of the BSCC are senior
policy officials at each of the involved
agencies. Initial members of the BSCC
are:

Department of Agriculture
Assistant Secretary for Marketing and
Inspections.Services
Assistant Secretary for Science and
Education
Department of Health and Human Services
Commissioner, Food and Drug
Administration

Director, National Institutes of Heaith
Environmental Protection Agency

Assistant Administrator for Pesticides and

Toxic Substances
Assistant Administrator for Research and
Development
National Science Foundation
Assistant Director for Biological.
Behavioral & Social Sciences

The BSCC is chaired by the Assistant

" Director for Biological, Behavioral and

Social Sciences of the National Science
Foundation and the Director of the
National Institutes of Health on a
rotating basis.

The BSCC will meet on a periodic
basis depending on its workload. The
BSCC will discuss emerging scientific
questions raised by biotechnology,
brought to the agencies in research or
regulatory applications. The BSCC will
not conduct a second level review of
applications and, therefore, will not
delay agency decisionmaking. On the
other hand, it is hoped that the general
information discussed at BSCC meetings
and other information shared will
provide an information base to agency

officials that will in fact assist them in

evaluating new applications.

The BSCC will seek input from the
public on issues of generic interagency
concern. For such issues, BSCC meetings
may be open to the public, and BSCC
prepared written guidance may be ‘
available for public comment.

IIL. Revised Regulatory Matrix

The matrix outlines laws, regulations
and guidelines that may be applicable to
biotechnology products at some point in
research, development, marketing,
shipment, use or disposal. To aid in
understanding current requirements, the r
matrix has been divided into seven
parts which have been cross-referenced
when necesssary:

1. Licensing and other premarketing
requirements;

11. Post marketing requirements;

1I1. Export controls;

IV. Research and information gathering:

V. Patents;

VL Air and water emissions; and

VIIL. Requirements for Federal agencies.

BILLING CODE 6160-01-M

BIOTECHNGLOGY AUTHORITIES
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"pPoints to consider
ir the production and
testing of new drugs
apg biologicals
prodyced by rDNA
techpology™

PHS Act Section 353
(42 USC 263a)

Regulations:
42 CFR 74

Virus-Serum-Toxin Act

(21 YsC 151-158)

Regulations:
9 CFR 101-117 and
122-123

USDA's Licencing
policy for Biologi-
cals Prodyced by IDNA

veteripary Seyxvices
Memorangum Number
300.68

FDA technical guidance for
new product approval

License required for clinical
laboratories engaged in inter-
state cormerce

License required for any
virus, serum, toxin, or
analogous product intended for
use in treatment of domestic
animals which are shipped
interstate or imported, Regu-
lations contain standards of
efficacy, purity, safety and
potency, They also contain
labeling provisjons,

USDA technical guideline
reviewing production and test
considerations for evaluating
rPNA progduct license applica-
tions.

USDA policy and procedures for
new product license applicants

Ruman drugs and
biologics

Laboratory
services

9 CFR 101,2(w)
defines "biologi-
cal products” to
mean "all
viruses, serums,
toxins, and
analogous
products of
natural or syn-
thetic origin,
such as diag-
nostics, anti-
toxins, vaccines,
live microorgan-
isms, killed
microorganisms
and the antigenic
or immunizing
components of
microorganisms
intended for use
in the diagnosis,
treatment, or
prevention of
diseases of
animals."

Veterinary
biologics and
diagnostios

Veterinary
biologics and
diagnostics

HHS-FDA

HHS~-CDC

HHS-Health
Care
Financing
Admin,

USDA-APHIS

USDA-APHIS

USDA-APHIS

USDA decisions are
subject to NEPA, The
definition of drugs in
the FDsC Act includee
biological products.
The FD&C Act (21 USC
39}1) and its requla-
tions exempt biologi-
cal products regulated
under the VST Act.

New Investigational New Drug (IND)
and biological licenses and/or new
drug approvals are required cur-
rently with rDNA technology even
if the active substance is identi-
cal in molecular stryctyre to a
previously approved product.

To meet licensure requirements,
laboratories must meet proficiency
testing, quality control, and
personnel standards,

USDA's licensing policy for conven-
tional or rDNA derived veteyinary
bjologics is on a product-by-
product basis, and requires that
all license applicants for yDNA
products comply with the NIH
"Guidelines for Research Invelving
Recombinant DNA Molecules,"

Each veteripary biologic product is
reviewed as a single entity., USDA
evaluates each license application

for conventional or. rpDNA bjologics

to ensure pur.:cy, potency, safety,

and efficacy.

Technical guidelines used for
licensing products developed
through DNA or hybridoma
technology.
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GUIDELINE PROCESSES

Memorandum of Under- | Agreement between APHIS and Veterinary HHS-FDA

standing between USDA| FDA regarding responsibility biologics or USDA-APHIS

and DA for Defining | for regulating animal biologic| drugs

Jurisdiction of products as biologics under

Animal Drugs. (See the VST Act or as drugs under

" 47 FR 26458,  June 18,| the FD&C Act.

1982) . . . . ‘

Toxic Substances TSCA applies to "chemical sub-! Industrial chem- EPA, agen-| Drugs, biologics, Provides broad range of authority

Control Act (TSCA) stances” defined as "any icals produced by| cies that | foods, food additives, | over "chemical substancas."

(5 USC 2601-2929) organic or inorganic substance| genetically manufac~ cosmetics, pesticides
of a particular molecular engineered ture and tobacco and tobac-
identity including...any com- | organisms or by- | "chemical | co products are
bination of such substances products (e.q., substan- excluded from TSCA
«ss0CCurring in nature..." enzymes); organ- | ces" for review.

TSCA requires premanufacture isms used in gen-| commercial
review of new chemical sub- eral industrial, | purposes.
stances and authorizes regula-| commercial, and
tion of new and existing consumer applica-
substances. tions, such as
water pollution
control, mineral
leaching, drain
cleaning, etc.;
organisms used ‘
to make TSCA or
Federal Insecti-
cide, Fungicide
and Roadenticide
Act (FIFRA)
chemicals

Section S(a) (1) (A) - Requires submission of pre- - New products - - EPA Mandatory requirement; 90-day
manufacture notice (PMN) for (including organ-| - review, extendable for "good cause"
"new chemical substances" isms) used for - to 180 days. EPA must make a find-

purposes listed ing of potential risk or exposure
' above to regqulate. R&D in small quanti-
ties (including small quantities of
biotechnology R&D) are exempt from
PMI. "Small quantities" as defined
by rule would exempt most field
testing.

Section 5(h) (3) Exempts research and develop- | Organisms and EPA
ment activities from PMI other substances
requirements used in the lab;

products sold
solely for R&D
use (e.g.,
restriction
enzymes)

Section S(a) (1) (B) Authorizes EPA to require by TSCA chemicals EPA Discretionary. "Significant new
rule reporting before "chemi~ | proposed for new uses" must be defined by rule. No
cal substances' are used for use requlations currently in place that
"significant new uses" affect bistechnology.
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Regulations: PMI requirements TSCA Chemicals EPA, Interprets mandatory statutory
40 CFR 720 agencies requirements.
that manu~ ’
facture
Ilnw
chemical gl
sub- .
stances” %
for com~ &
mercial =
purposes,
2,
Federal Insecticide, | Requires registration of Biological EPA, FPA sets tolerance Pesticides defined to include 1liv- g
Fungicide and pesticides before distribution| pesticides USDA-FSIS, | levels for pesticide ing organisms. EFPA review period "
Rodenticide Act or use (pesticide broadly {e,g., micro~ HHS-FDA residue in the food could vary from one to several ~
(FIFRA) defined as "any substance or orgapisms or chain which FDA and years, Fourteen microbial pesti- <
(7 USC 136-136y) mixture,..intended for pre- their chemjcal USDA-FSIS enforce, cides (non-engineered) have been e
venting, destroying, repelling| products). approved. L"
or mitigating any pest, and ]
...intended for use as a plant =
requlant, defoliant, or o)
dessicant.") N
8
Section 3(c) (2) (n) Authorizes EPA to publish EPA Q
“quidelines" specifying kinds ~
of information needed for =
registration. E'
Section 5 Authorizes EPA to issue EPA 120 day review period; can be g-
experimental use permits for extended, %
limited uses before registra- M
tion, Z
I : e
Section 25(b) - Authorizes EPA to exempt a EPR, USDA has responsibil- | Higher plants and animals and ®
pesticide from registration. USDA-APHIS| ity for higher plants | certain pheromone attractants have g
and animals that are been exempted. S'
considered pesticides : =
{40 CFR 162,5(c) (4)). -
Pequlations: Data requirements for pesti- Microbial EPA Section 3 of FIFRA Includes data requirements for E'S
40 CFR 158 cide registration including pesticides microbial pesticides. Testing 2
genetically modified microbial ‘ requirements are tiered, with more -~
pesticides ) conplicated tests required where Z
certain criteria are met. Addi- )
’ - tional requirements for genetically =
modified and other microbial pesti- 8
cides determined on a case~by-case »
basis.

AUTHORITY : AFFECTED ’
OR DESCRIPTION ° PRODUCTS AFFECTED
PO OR AGENCIES

A A ——

CROSS-REFERENCES NOTES




AFFECTED
w 'rggm'ry DESCRIPTION PROggCT S ﬁg& nggg CROSS-REFERENCES NOTES
GUIDELINE PROCESSES
40 CFR 162 Pesticide registration Microbial EPA, Section 3 of FIFRA; Applies to viruses, bactcria, pro-
regulations pesticides USDA-APHIS| Biological control tozoa, fungi, etc., used as pesti-
DOL agents regulated by cides. Does not apply to higher
USDA, DOI, or other plants and animals.
Federal agencies under
express statutory au-
thority not included.
40 CFR 172 Experimental use permit Field-tested EPA Sectjon 5 of FIFRA 120 day review period which can be
regulations microbial extended; for land uses, generally
pesticides only need permit if tesc covers
more than 10 acres, hbut I'PA has
authority to require permits for
less than 10 acres under certain
circumstances.
"Microbial Pesti- EPA policy requiring notifica-| Microbial pesti- | EPA Section 5 of FIFRA Applies to tests conducted on 10
cides; Interim Policy| tion prior to small scale cides containing and 40 CFR 172 or less acres of land or 1 or less
on Small Scale Field | field tests with certain nonindigenous acre of water (i.e., small scale
Testing” microbial pesticides or genetically field testing)
(49 FR 40659 (1984)) altered micro-
organisms
Guidelines: Pesticide| Provides guidelines for devel-| Microbial EPA
(Subdivision M) oping data required under pesticides
Assessment Guidelines| 40 CFR 158.
(October (1982))
Reorganization Plan Authorizes EPA to establish Pesticide prod- EPA, FD&C Act Sections 406,
No. 3 of 1970, tolerances for pesticide ucts used so as HHS-FDA, 408, 409
Section 2(4) (5 UsCa residues in food chain to result in USDA-FSIS | EPA sets pesticide
App.) residues in food standards which are
chain enforced by FDA and
USDA.
Requlatjons: 40 CFR Requires tolerances before Pesticides to be | EPA,
162.,7(d) (3) (v) and registration registered for HHS-FDA,
162.18-4 (a) (4) food or animal USDA-FSIS
feed use
Guidelines:
"Guidelines for Specifies practices for con- All IDNA research| All Biotechnology R&D Voluntary compliance for institu-
Research Involving structing and handling rDNA conducted by involved exempt from PMN tions that receive nc NTij rDNA
Recombinant DNA molecules and organisms and institutions in rDNA requirement of TSCA. research funding. '
Molecules" viruses containing rDNA receiving NIH research,
(49 FR 46266 (1984)) | molecules. Compliance is support as well primarily
! required for institutions that| as NIH itself. HHS and
recelve support for rDNA USDA. Ad-
research from NIH. ministered
by HHS-NIH
with the
advice of
the rDNA
Advisory
Cammi ttee
(RAC)

I}
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AJTHORITY AFFECTED
PRODUCTS AFFECTED
OR DESCRIPTION OR ACENCIES CROSS-REFERENCES NOTES
GUIDELINE PROCESSES M
"ooints to consider NIH technical guidance for All human somatic{ HHS-NIH
in the design and preparing proposals involving | cell gene therapy
submission of human human gene therapy for con- research con-
sonatic-cell gene sideration under Section I1I- | ducted by insti-
therapy protocols." A-4 of the NIH Guidelines for | tutions receiving
Research Involving Recombinant! NIH support as
DNA Molecules. well as NIH
itself.
11, POST MARKETING
REQUIREMENTS
A, Occupational
Safety
"piosafety in Micro- | CDC/NIH manual which describes| All clinical, all Voluntary compliance for all
biological and Bio- combinations of standard and public health, involved Federal, State, and private labs.
medical Laboratories"| special microbiological prac- | and private diag~| in diag-
tices, safety equipment, and nostic labs and nostic .
facilities that constitute research labs public *
biosafety levels 1-4 and serve using pathogenic | health and
as recommendations for working microorganisms. research
with a variety of infectious HHS, USDA,
agents in the lab. EPA
| Occupational Safety Requlation of the workplace to| Exposure to DOL-OSHA, | In setting standards, The statute uses several adjectives
and Health Act assure that no employee will inorganic and HHS-CDC- the Secretary of Labor; that are subject to interpretation
| (29 USC 651 et seq.) suffer diminished health as a organic chemicals| NIOSH may use information such as serious physical harm and
! result of conditions in the and microbials. provided by "an inter- material impairment of health.
i workplace; authority to pub- ested person" includ-
i lish standards with which ing the NIEHS and NCI | The Secretary of Labor may grant
| employers must comply; author- of NIH, the NBS of a waiver to standards under cer-
: ity to furmd research and dev- Cammerce,, NIOSH of tain specific and narrowly defined
: elopment; authority to "des- DC, the NTP of HHS. conditions.
cribe exposure levels" (risk NIOSH recommends
assessment). No license or standards to OSHA. Standards may be effective immedi-
premarketv approval required. OSHA has the ability ately in cases of imminent hazard.
to regulate any work-
place so that, no Important: States have the right
matter who approves a | to enforce their own standards
given technology or where no Federal standards exist
envirormental release,| and they have the right to admin-
OSHA can intervene to | ister Federal standards under plans
protect employees. approved by the Secretary of Labor.
Note: The Mine Safety
and Health Act will
apply in similar
fashion in those cases
where biotech is used
to extract minerals.
AFFECTED
NJTHORITY
OR l DESCRIPTION l PRODUCTS AFFECTED




-
——
AFFECTED
AJTHORITY PRODUCTS AFFECTED
CROSS-REFERENCES NOTES
OR DESCRIPTION OR AGENCIES
GUIDELINE PROCESSES
Regulations:
29 CFR 1900-1910 Sets requlatory standards for | Prirarily toxic DOL-0SHA NICSH recormernds ' Toere is no ce;e;al indusiry
Workplace Standards specific werkplace hazards chemicals HHS-DC~ standards to OSHX ! stardard “recuiring corpiiance in
NIOSH the tiotech area, Speci stan-
dards will be developed in the
event that existing standsrds
prove inadeguate.
30 CFR 11 Workplace Sets a regulatory standard for Respirable toxic | HHS-CDC~ OSHA and MSHA require | NIOSH has a regulatory role here.
Respirator Standards | respirators substances NIOSH adherence to respira-
DOL-Mine tor standards
Safety and
Health
Admin,
(MSHA)
29 CFR 1910.20 Access| Provides access to blant Toxic substances | DOL-OSHA
to Employee Exposure | information on toxic sub— and physical and | HHS-CDC-
and Medical Records stances and harmful physical biological agents| NIOSH
agents and to medical monitor-
ing data related to exposures
29 CFR 1910.1200 Requires manufacturers and Toxic substances | DOL-OSHA Could include biological agants
Hazard Communication | importers to evaluate hazards
of their products and communi-
cate this information to
employees through labels,
material safety data sheets
and training
TSCA Section 6 Authorizes EPA to regulate the| TSCA "chemical FPA, CPSC, Discretionary authority can be
manufacture, processing, dis- | substances" OSHA, DOT exercised if EPA finds a substance

tribution in commerce, use,
and disposal of "chemical sub-
stances"

"will present" an unreasonable
risk, Can be used to impose con-
trols through all phases of manu~
facture, processing, use and
disposal. Unlike PMN¥ authority
(Sec. 5(a) (1) (A)), Section 6 can
be applied to R&D substunces. No
regulation affecting biotechnology
in effect.
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Products Inspection

Act (21 USC 451 et
seq.)

Regulations:
9 CFR 381

inspection, the slaughtering,
preparation, distribution,
disposition, marking, and
labeling of poultry and
poultry products to prevent
Yadulterated" or "misbranded"
poultry and poultry products
from entering commerce,

cally, any dom-
esticated bird-~
chicken, turkey,
ducks, geese, Or
guineas, whether
live or dead) ard
poultry products.
See definition in
9 CFR 381.1 (40}
and (41).

NJTHORITY
e DESCRIPTION PROOCTS A CIED | CROSS-REFERENCES © NoTES
GUIDELINE PROCESSES

40 CFR 270 Hazardous waste permit program EPA

Marine Protection,

Research, and

Sanctuaries Act

(Ocean Dumping)

(33 USC 1401-1445)

Section 102, 103 Prohibits ocean durmping with- | Microbial EPA, Corps| Corps of Engineers
out a permit, authorizes EPA products used of Engin- | authorized to issue
to issue permits for dumping in pollution eers permits for dredged
all materials except dredged control; waste material.
materials and materials spe- and byproducts
cifically prohibited by from manufacture,
statute. use, etc,

Regulations: Criteria for approving per~ EPA, Corps

40 CFR 227-228 mits; prohibits dumping of ‘of Ergin-
wastes containing living eers
organisms that wauld endanger
health or the environment;
exempts- dredged material from
that prohibition.

D. Other Containment

and Transporta-
tion Requirements

Federal Meat Inspec- | Requlates, through mandatory Meat and meat USDA-FSIS | FDA sets residue Both the Federal Meat Inspection

tion Act (21 USC 601 | inspection, the slaughtering, | food products tolerance levels for Act and the Paultry and Poultry

et seq.) preparation, labeling, mark- (specifically animal drugs in food- | Products Inspection Act determine
ing, distribution of meat and | cattle, sheep, chain animals, IDA's | whether regulated articles contain

Regulations: meat food products to prevent | swine, goat, regulatory authority any "biological residues" (see -

9 CFR 301 et seq. "adulterated”" or "misbranded" { horse, mule, or is fourd in 21 CFR definitions in 9 CFR 301.2 (22) and
meat and meat food products other equine). 556, 381.1 (7), and contain specific
fram entering commerce, See definition recordkeeping, huying, selling, and

in 9 CFR 301.2 transportation requirements affect-
(tt) and (vv) ing foreign, interstate, and intra-
state commerce.

Paultry and Poultry Regulates, through mandatory Poultry (specifi-| USDA-FSIS

10
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AFFECTED

MITHORITY .
PRODUCTS AFFECTED
OR DESCRIPTION oR - ACENCIES CROSS: REEE3ENCES NOTES
Hazardous Materials Requlation of transportation Etiologic agents | DOT-Ofc of| DOT consults with the | May regulate packing, labeling, @and
Transportation Act of hazardous materials. Hazardous | ICC which is respon- routing as well as the manufacture
(49 USC 1801 et seg.)| Shippers must register with Materials | sible for enforcement | of packaging. Secretary may exempt
DOT.  Authorizes halt of Regulation| where it has author- shippers if they achieve a level of
Regulations: shipping immediately for ity, DOT has an safety higher than the level of
49 CFR 107, 171-177 "imminent hazard." agreement with EPA safety required or if no standard
(RCRA) on duplicative | exists and public safety is main=-
authorities. tained,
PHS Act Section 361 Authorizes regulation of Etiologic agents | HHS-CDC, The requirements. of this regulation
(42 USC 264) introduction and control of FDA, NIH are in addition to and not in lieu
comrunicable diseases, inter- of any other requirements of DOT,
Requlations: state transportation of etio- USDA, or EPA for importation or
42 CFR 71-72 logic agents and importation interstate transport.
of etiologic agents and
vectors,
Section 102, Organic | General authority to "carry "Plant pests" are| USDA-APHIS| EPA also has authority| Authority extends to cooperative

act of 1944, as
amended, and the Act
of April 6, 1937, as
amended (7 USC 147a,
148, 148a-e)

Requlations:
7 CFR 300-399

out operations or measures to
detect, erradicate, suppress,
control, or to prevent or
retard the spread of plant
pests.” Provides for inspec-
tion of plants and plant
products offered for export.

defined as: "any
living stage of
any insects,
mites, nematodes,
slugs, snails,
protozoa, or
other inverte-
brate animals,
bacteria, fungi,
other parasitic
plants or repro-
ductive parts
thereof, viruses,
or any organisms
similar to or
allied with any
of the foregoing,
or any infectious
substances which
can directly or
indirectly injure
or cause disease
or damage in amy
plants or parts
thereof, or any
processed, manu-
factured or other
products of
plants.”

over organisiss that
could act as plant
pests.

action with States or political
subdivisions, farmers associations
and similar associations, individu-
als and governments of Western
Hemisphere Countries,

11
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AJTHORITY
OR
GUIDELINE

DESCRIPTION

AFFECTED

PRODUCTS
OR

PROCESSES

AFFECTED
MGENCIES

CROSS-REFERENCES

NOTES

Federal Plant Pest
Act, as amended

{7 USC 150aa-jj) and
Plant Quarantine Act,

as amended (7 USC
151-64a, 166-167)

Reculations:
7 CFR 300-399

“Animal Quarantine

Laws"

(21 ©SC 102-105;
21 UsC 111;

21 USC 1ll4a-114h;
21 USC 115-130;
21 USC 134-134h
21 USC 135-135b)

Regulations:
9 CFR 1—‘199

General authority to regulate
the importation into and the
dissemination within the U.S.
of plant pests, nursery stock,
and other plants and plant
products, and any product or
article which may contain a
plant pest at time of move-
ment.,

Authority for USDA to import
for scientific or experimental
purposes any class of nursery
stock, plants, fruits, vege-
tables, roots, bulbs, seeds,
or other plant products for
which importation may other-
wise be forbidden.

In general, the animal quar-
antine laws regulate the
importation, exportation, and
interstate movement of certain
animals to prevent the intro-
duction or spread of communi-
cable diseases of animals or
of the contagion of any con-
tagious, infectious, or com—
municable disease of animals
or/and live poultry.-

"plant pests" are
defined to be
consistent with
the definition
of "plant pests”
in Sec. 102 of
the Organic Act,

21 USC 101-105
regulates cattle,
sheep and other
ruminants and all
swine imported
into or intended
for export from
the U.S,

.

21 USC 111 regqu-
lates that which
coyld introduce
or cause the
dissemination in
the U.S, of the
contagion of any
contagious,
infectious, or
comminicable dis-
ease of animals
and/or live

poultry,

USDA-APHIS

USDA-APHIS

Authority to bring civil and
criminal actions for violations
of the Act or regulations promal-
gated thereunder.

USDA may stop, and without a war-
rant, inspect, search, seize,
examine, destroy or otherwise
dispose of specified articles
found to be moving or to have been
moved in interstate commerce or to
have been brought into the U.S. in
violation of the Act or of a
quarantine or order. In extraor-
dinary emergency situations, USDA
may stop intrastate activity as
well.

AJTHORITY Pt
OR DESCRT ’ P
GUIDELINE FPTION RODUCTS AFFECTED
—oioRL OR | AGENCTRS CROSS-REFERENCES
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AFFECTED
AJTHORITY
oR DESCRIPTION ng;crs :GFEN ag‘g CROSS~REFERENCES NOTES
GUIDELINE PROCESSES
Federal Noxious Weed | Authority to issue permits “Noxious weed" is| USDA-APHIS| No action may be taken| Authority to seize, grarantine,
Act of 1974 to regulate the movement of defined as “any to regulate interstate( treat, destroy or otherwise dispose
(7 USC 2801-2813) noxious weeds into or through | living stage movement unless a of any product or article of any
the U.S. (including but State also takes a character whatsoever, or xeans of
Regulations: not limited to cooperative action to | conveyance, which is moving into or
seeds and repro- erradicate the noxious| through the U.S. or interstate and
7 CFR 360 Authority to regulate the ductive parts) weed in its State. which is believed to be infested by
sale, purchase, barter, of any parasitic any noxious weed, or contains any
exchange, advertisement, or other plant of noxious weed, or which was infested
giving, or receiving of a kind or sub- or contained any noxious weed at
any noxious weed, division of a the time of movement.
kind, which is of
foreign origin,
is new to or not
widely prevalent
in the U.S., and
can directly or i
indirectly injure )
crops, other use- !
ful plants, live- J
stock, or poultry
or other inter- j
ests of agricul-
ture including |
irrigation or -
navigation or the }
fish and wildlife
resources of the |
United States or
the public
health,"
TSCA Section 13 Substance imported into the TSCA “chemical FPA, Mandatory requirement. b
US must be in compliance with | substances" USDA~-APHIS
TSCA. Treasury
Dept.
Regulations: Section 13 import provisions; EPa, Federal Plant Pest Rules were issued by Treasury
40 CFR 707 requires companies importing USDA-APHIS| Act, Federal Noxious Department and EPA.
19 CFR 12, 127 "chemical substances" to Treasury weed Act, "Exotic
certify compliance with TSCA Dept. Organisms” Executive

Order 11987 also regu-
late imports

13
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AFFECTED

NITHORITY PRODUCTS AFFECTED o
OR DESCRIPTION oR AGENCIES CROSS-REFERENCES NOTES
GUIDELINE PROCESSES

Organic Act of 1944 Authority to purchase and test USDA-ARS

Section 101(d) samples of all tuberculin,

(7 USC 430) serums, antitoxins, or analo-
gous products, of foreign or
domestic manufacture, which
are sold in the U.S. for the
detaction, prevention, treat-
ment or cure of diseases of
domestic animals.

TSCA, FIFRA, RCRA, Environmental research author-{ TSCA "chemical £PA

Clean Water Act ity, both intramural and substances, "
extramural pesticides,

hazardous wastes,
alr and water
pollutants

B. Information

Gathering

Federal Seed Act Requires specific recordkeep- | Agricultural and | USDA-APHIS The term"'treated" means given an

(7 USC 1551-1611) ing on labeling, importation vegetable seeds application of a substanc2s or
and interstate movement of subjected to a proccss dasigned

Regulations: seeds. to reduce, control, or reyxcl dig-

7 CFR 201 et seq. ease organisms, ingects, or other

pests which attack seedc or seed-
lings growing therefrom,

TSCA Section 4 Authorizes EPA toO require TSCA “chemical EPA Discretionary authority; could be
manufacturers by rule to test | substances” be used to require tésting of
specific "chemical substances" specific products developed through

genetic engineering (both organisms
and chemicals produced by organ~
isms); could be used to zupport
activities of other agencies (e.q.,
OSHA, CPSC). No requlaticns
affecting biotechnology now in
effect.,

TSCA Section 8(a) Authorizes EPA to require EPA Discretionary authority irvoked by
manufacturers and processors rule; can be used to support other
to submit information on a agencies; small businesses gener-
product's identity, exposure, ally exempt from reporting. No
available health and safety biotechnology rule now in effect.
data, etc, '

TSCA Section 8(d) Authorizes EPA to require EPA Discretionary authority invoked

submission of health and
safety studies on products
subject to TSCA.

by rule; no biotechnlogy rules
now in effect.
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AJTHORITY
OR
GUIDELINE

DESCRIPTION

AFFECTED
PRODUCTS

OR
PROCESSES

AFFECTED
AGENCIES

CROSS~REFERENCES

NOTES

VI. AIR AND WATER
EMISSIONS

Clean Air.Act
(42 USC 7401-7642)

Pegulations:
40 CFR 61

Clean Water Act
(33 USC 1251-1376)

Regqulations:

40 CFR 122, 125

40 CFR 120, 121

40 CFR 401-469

Safe Drinking Water
Act (SDWA) (42 USC
300f et seq.)

Section 300g-1

Requires emission standards

to be set for hazardous air
pollutants where there is no
applicable ambient air quality
standard,

Sets national emission
standards for specific
hazardous air pollutants

Pollutant discharges without
National Pollutant Discharge
Elimination System (NPDES)
permit unlawful. Pollutant
defined to include living
organisms; requires EPA to
establish effluent limitations
for point sources.

NPDES permit program

State water quality standards,
State certification require-
ments

Effluent guidelines and |
standards’ for categories of
point sources

Authorizes pramulgation of
maximim containment levels for
drinking water from public
water systems.

Organisms or
byproducts that
are discharged
into the waters
of the U.S.

Any physical,
chemical, bio-
logical or
radiological
substances or
matter in drink-
ing water

EPA

EPA

EPA,
States

FPA,
States

EPA,
States

EPA,
States

EPA

States establish water
quality standards.
States or EPA issue
permits which incor-
porate technology-
based limits and water
guality-based limits.

Discretionary authority; no
genetically engineered ornanisms
now included, but could be set for
biotechnology products if concern
warranted,

Requlations developed for drug
manufacturers, pesticide manufac-
turers and hospital. (Sez 40 CFR
401-469, below.)

Implemented by States ard EPA.
Source employing biotechnology will
be required to adhere to permit
restrictions.

Specific biotechnology category
not issued, but some categories
could involve biotechnology
products (e.q., part 439, pharma-
ceutical manufacturing; part 460,
hospitals; and part 455, pesti-
cides).

No genetically engineered biologi-
cal substances now included. Could
be regulated if it presents a known
or anticipated adverse effect on
health,
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AJTHORITY AFFECTED
or DESCRIPTION pRog;crs pc“ mf BCCIIg CROSS-REFERENCES NOTES
GUIDELINE PROCESSES
Section 300h-1 Requires state programs to Any substance EPA See 40 CFR Parts 144, 145, and 146.
regulate any injection of any | injected into 1f disposed of by deep well injec-
substance into a well; pro- the subsurface tion, subject to stringent require-
vides for minimum regulatory through a well ments for Class I wells regarding
standards for such programs well construction, cpexation,
in order to prévent under- monitoring, and reporting; if not
ground injection that endan- a deep well, then would be Class Vv,
gers drinking water.. subject only to a general prohibi-
tion on endangerment to drinking
water sources.
V1i. REQUIREMENTS FOR
FEDERAL AGENCIES
National Envirormment«{ Regquires all agencies to pre- All Administered by Applies only to Federal actions
al pPolicy Act (NEPA) | pare environmental impact Federal Council on Environ- (e.g., federally funded projects or
Section 102(2) (C) statements on "major Federal Agencies mental Quality premarket approval). Each agency
(42 USC 4321-4361) actions significantly affect- develops its own guidelines or
ing the environment." regulations under this Act. Pro-
Requlatidns: cedural requirements generally held
40 CFR 1500-1508 ’ inapplicable to EPA actions,
Endangered Species Requires Federal agencies to All species of All Fed. Consultation required
Act of 1973, as insure that their activities fish, wildlife agencies with the U.S. Dept.
amended, Section F or programs will not jeopard- | and plants listed : of the Interior or the
{16 USC 1536) ize the contirued existence pursuant to the National Marine Fish-
of a listed species., Erdangered eries Service.
Regulations: Species Act.
50 CFRrR 402
Exetutive Order 11987! Orders Executive Agencies (to | "Exotic Species" | All Fed. Secretary of the Interior in con-
"Exotic Species" extent permitted by law) to is defined to agencies sultation with Secretary of

restrict the imporation into
the U.S., and introduction of
exotic specimens into the
natural ecosystems.

Exempts from provisions of
Executive Order 11987 the
introduction or exportation
of exotic species when USDA
or USDI finds that the intro-
duction or exportation will
not have an "adverse effect
on natural ecosystems."

mean all species
of plants and
animals not
naturally occur-
ring, either
presently or
historically, in
any ecosystem of
the U.S.

Agriculture is required to develop
and inplement by rule or regulation
a system to standardize and sim-
plify the requirements, procedures,
and other activities appropriate
for implementing the provisions of
Executive Order 11287, No rule has
been developed.
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